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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-11, 13-26, 28-47, and 49-51 stand rejected under 35 U.S.C. 102(b) as 
being anticipated by Bennet et al. (US Patent 5,213,098; hereafter referred to as 
Bennet'098). 

Regarding claims 16-24, 30-36, Bennet'098 discloses a medical device system 
(Figures 1 & 2) comprising a first set of electrodes (Fig. 2, electrodes 103 and 105) and 
a second set of electrodes (109 and 1 1 1) disposed on a first and second lead (leads 
102 and 106) and attached to a medical device (pacemaker 100); wherein the system 
and electrodes are adapted to be chronically implanted within the patient and electrically 
coupled to the heart, more specifically the right ventricle (see Figure 2, where 
electrodes 103 and 105 are coupled to the right ventricle; column 8, lines 41-53); 
wherein the medical device is capable of detecting an arrhythmia based on electrical 
activity of the heart (column 4, lines 30-40, 66-69); and wherein the medical device is 
capable of sensing an evoked response resulting from the delivery of ESS (column 4, 
lines 10-29,41-53). 

It is noted that the limitations set forth in claim 20 that the first set of electrodes 
comprises a tip and ring electrode and the second set include two of the listed varieties 
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do not distinguish the instant invention over the device in the Bennett'098 patent, which 
states that "leads 102 and 106 can carry either unipolar or bipolar electrodes as is well 
known in the art" (column 8, lines 48-49). All types of electrodes listed in claim 20 are 
well-known equivalents in the art and are capable of performing the functions of ESS 
arrhythmia detection. Therefore, the design choice of using a tip and ring electrode on 
a lead, which is a combination well-known in the art of cardiac pacing as evidenced by 
the references cited by the examiner on PTO-892, does not distinguish over 
Bennet'098. 

Regarding claims 9 and 45, Bennett'098 shows a lead configuration with one 
lead near the outflow tract of the heart (lead 106 in right atrium, an outflow tract of the 
heart) and one lead in the ventricle near the apex of the heart (lead 102). 

Regarding Claims 25 and 26, Bennet'098 shows a sense amplifier 146' 
connected to the second set of electrodes (Fig. 2, electrodes on atrial lead 106). "Far- 
field sensing" as it applies to the art of cardiac pacing generally refers to the 
oversensing of any electrical event that is not meant to be sensed, typically man-made 
or biological signals from another chamber of the heart, the exterior of the heart, or 
elsewhere in the body. The term applies to the art of dual-chamber pacemakers in 
referring to signals generated in the atrium (either biological or paced) that are sensed 
by the electrodes in the ventricle or vice versa. Although the Bennett'098 reference 
does not explicitly use the phraseology of "far-field blanking," it does disclose 
implementation of a dual-chamber pacing system in which a blanking period is enabled 
in Channel 1 (atrial electrodes) whenever a Channel 2 (ventricular) stimulus pulse is 
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delivered, and a blanking period is enabled in Channel 2 whenever a Channel 1 
stimulus is delivered (column 10, lines 41-63). These blanking periods after stimulation 
is delivered in the opposing chamber of the heart are taken to reference a far-field 
blanking as the term is commonly applied to the art. Bennet'098 provides examples 
that these intervals are programmable to periods between 0 and 20 ms, which are less 
than 300 ms (column 11 through column 13). 

Regarding claims 28 and 29, Bennett'098 discloses a switch matrix (Fig. 4, 
isolation/protection circuit 224) that selectively couples and decouples the sense 
amplifier to the second set of electrodes (column 1 5, lines 23-51 ). 

Regarding claims 1-8, 10-11, and 13-15, Bennet'098 discloses a method 
comprising delivering ESS to a chamber of a patient's heart via a first set of electrodes 
and sensing electrical activity of the chamber via a second set of electrodes (column 4, 
lines 10-68). The limitations imposed by claims 2-8, 10-11, and 13-15 have been 
addressed above in relation to the device claimed in the instant application and the 
rejection of the method claims follows the same argument. It is also noted that the 
Bennett'098 patent discloses the device of the instant application substantially as 
claimed and therefore is capable of implementing the method set forth in the instant 
application and is therefore not distinguished therefrom. 

Regarding claims 37-44, 46-47, and 49-51 , Bennett'098 discloses a number of 
computer readable media capable of storing executable instructions and performing the 
claimed methods. Microprocessor 120, RAM/ROM Units 124, 126 and 128; and digital 
controllers 132 and 210 are all known computer readable media. The further limitations 
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imposed on the method stored on the computer readable medium by these claims in the 
instant application are rejected following the same reasoning applied to the device and 
method claims above. 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 12, 27, and 48 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bennet'098 in view of Darwish et al. (WO 01/58518). 

Bennett'098 discloses the device and method of the instant application 
substantially as claimed and outlined above in paragraph 15. However, Bennett'098 
does not disclose using a far-field blanking interval between approximately 30 and 120 
milliseconds. In the same field of endeavor, Darwish et al. discloses evaluating the 
electrical response of the heart later than about 50 ms subsequent to application of 
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pacing pulses in order to properly calibrate the system and determine one or more 
effective sites for subsequent application of paired pulses (page 6, lines 5-19) 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to employ the same 50 ms blanking period with the Bennett'098 
device for the same advantages of proper administration of paired pulses (motivation to 
combine provided by Darwish et al., page 6, lines 5-19). 
6. Claims 12, 27 and 48 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bennet'098 in view of Mika et al. (US Patent 6,424,866). 

Bennett'098 discloses the device and method of the instant application 
substantially as claimed and outlined above in paragraph 15. However, Bennett , 098 
does not disclose using a far-field blanking interval between approximately 30 and 120 
milliseconds. In the same field of endeavor, Mika et al. discloses a delay interval AT4 of 
60 ms before delivering a pacing pulse following a cardiac depolarization or pacing 
stimulus in order to aid in reducing the probability of delivering an improperly timed non- 
excitatory pacing signal due to noise and to prevent delivery of multiple pacing signals 
within a single cardiac beat cycle (column 2, line 20 through column 10, line 5). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to use a blanking period of 60 milliseconds (between 30-120 ms) 
with the Bennett'098 device in order to achieve the same benefits of reducing the 
probability of delivering improperly timed non-excitatory pacing signals (motivation to 
combine provided by Mika et al., column 2, line 20 through column 10, line 5). 
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Response to Arguments 

7. Applicant's arguments filed 23 June 2006 have been fully considered but they are 
not persuasive. 

8. Regarding the rejection of claims 1-1 1 , 13-26, 28-47 and 49-51 under 35 U.S.C. 
§1 02(b) by Bennett'098, Applicant argues that Bennett'098 fails to disclose, depict or 
otherwise provide any information relating to the subject matter claimed via the 
independent claims, specifically that a single chamber of the heart receives ESS 
therapy via a first set of electrodes and a second set of electrodes senses electrical 
activity in the same chamber. However, Examiner maintains that the original rejection 
was proper, since Bennett'098 clearly depicts a single chamber pacing system in Fig. 1, 
where electrodes 14 and 16 are placed in a single chamber of the heart to perform both 
pacing and sensing (element 36). Electrodes 14 and 16 can therefore reasonably 
constitute both the first (stimulating) and second (sensing) sets of electrodes. It is noted 
that the physical existence of only one lead does not preclude proper consideration as 
both the first and second sets of electrodes where the language of the claims is 
concerned. Likewise in Fig. 2, although a dual-chamber pacing system is depicted, 
each lead 102 and 106 is set up for single chamber pacing and sensing, so either lead 
102 or 106 can individually satisfy the claimed first and second set of electrodes. 
Applicant is further directed to the Abstract and to column 6, line 8 through column 8, 
line 21 for disclosure of the function of the single chamber pacing system of Fig. 1 in the 
Bennett'098 reference. 
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The remaining dependent claims, being based on an independent claim for which 
the rejection has been upheld, remain properly rejected. 

9. Regarding the rejection of claims 12, 27 and 48 under 35 U.S.C. §1 03(a) over 
Bennett'098 in view of Darwish'518 and Mika'866, Applicant makes the same argument 
regarding Bennett'098 as in paragraph 8 above, and further argues that the secondary 
references do not teach or disclose the claimed limitations that are lacking from 
Bennett'098. As stated above, Bennett'098 does disclose the invention as claimed 
except for the limitation of claims 1 2, 27 and 48--using a far-field blanking interval 
between approximately 30 and 120 milliseconds. The secondary references clearly 
teach and provide motivation for a blanking interval with this time range in the sections 
of their respective disclosures as cited again in paragraphs 5 and 6 above. Since there 
is reasonable motivation to combine Bennett'098 with both the Darwish'518 and 
Mika'866 references, Examiner maintains that the original rejection of record was 
proper. 

Conclusion 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571) 
272-6820. The examiner can normally be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Christopher A. Flory 




13 September 2006 



